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  We Prove It 

At the Crossroads of Technology, Quality, and Integrity


Situation

A large pharmaceutical needed a team of professionals with validation experience to develop remediation validation documents for all the computer systems in a production area.  This included over 200 systems.
Strategy

CREW helped assemble an inventory of all the computer systems in the production area.  Systems were then assigned a priority status.  The team developed a complete validation documentation package for each system.  Since the systems already existed and were used, this validation effort was considered remediation.
Outcome

A team that varied in size due to work load developed the needed validation documents to be used for execution.  
CREW’s Expertise 

CREW maintains a highly skilled and flexible workforce, which allowed us to quickly identify the perfect resource for the customer, easily meeting the challenge of being flexible to accommodate the customer’s scheduling needs.  Our Technical Writer had the expertise to provide a validation package that met Computer System Validation Policies and Procedures.  CREW offers flexibility and expertise to pharmaceutical companies operating in accordance with FDA regulations.

Validation Support
· Calibration for instrumentation, HVAC and fire/security devices 

· Loop checks

· NIST traceable calibration equipment 

· Factory Acceptance Test and Site Acceptance Test

· Commissioning

· Qualification – DQ/IQ/OQ/PQ protocols

· Process automation equipment validation

· Computer systems validation

· Supporting documentation, such as procedures

· Regulated environments: FDA, EPA, and OSHA
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